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Office Action Summary 



Application No. 

09/591,754 



Applicant(s) 

WALSH ET AL. 



Examiner Art Unit 

Roz Ghafoorian 3763 

The MAILING DATE of this communication app arsonth cover sh etwithth correspondenc address ~ 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

Responsive to communication(s) filed on 12 June 2000 . 
2a)Q This action is FINAL. 2bM This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
Disposition of Claims 

4) [3 Claim(s) P22 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) H Claim(s) 1^22 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) KI The drawing(s) filed on 12 June 2000 is/are: a)D accepted or b)Kl objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

11) D The proposed drawing correction filed on is: a)Q approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

13) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 

a)DAII b)D Some*c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 

Attachment(s) 

1 ) S Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) Paper No(s). . 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) □ Notice of Informal Patent Application (PTO-1 52) 

3) □ Information Disclosure Statement(s) (PTO-1 449) Paper No(s) . 6) □ Other: 
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DETAILED ACTION 
Drawings 

1 . The drawings are objected to under 37 CFR 1 .83(a). The drawings must show 
every feature of the invention specified in the claims. Therefore, the delivery source 
with a separable element such as a bladder or patch must be shown or the feature(s) 
canceled from the claim(s). No new matter should be entered. 

A proposed drawing correction or corrected drawings are required in reply to the 
Office action to avoid abandonment of the application. The objection to the drawings 
will not be held in abeyance. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

2. Claims 3, 7, and 8 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

a. Claim 3 recites the limitation "an external geometry" in line 19. There is 
insufficient antecedent basis for this limitation in the claim. 

b. Claim 7 recites the limitation "one or more therapeutic agents" in line 29. 
There is insufficient antecedent basis for this limitation in the claim. 

c. Claim 8 recites the limitation " one or more therapeutic agents " in line 2. 
There is insufficient antecedent basis for this limitation in the claim. 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

2. Claims 1-22 are rejected under 35 U.S.C. 103(a) as being unpatentable over U.S 

Patent No.61 74279 to Girard, and further in view of U.S Patent No.6296630 to Altman 

et al. 

Girard teaches a cardiac constraint with tension indicator. Girard apparatus 
consists of a jacket of flexible material of knit construction defining a volume between an 
open end and a lower end. The jacket adapted to be adjusted on the heart to snugly 
conform to an external geometry of the heart to constrain circumferential expansion of 
the heart beyond. (Abstract) The jacket is made out of flexible biologically compatible 
material. (Col. 6, lines 34-35) The jacket is expandable and it is made form polyester or 
other suitable materials including polytetrafluoroethylene (PTFE), expanded PTFE, and 
polypropylene. (Col7, lines 35-40) 

Girard however, does not teach a delivery source for delivery of one or more 
therapeutic agents to the surface of the heart. Altman et al teaches a device and 
method to slow or stop the heart temporarily. Altman's apparatus is an implantable 
cardiac delivery system. FIG 2A shows 2 epicardial drug delivery patches, which cover 
the right atria and left atria. In addition, the specific design for epicardial delivery of 
fluidic agents may be used for delivery of the therapeutic agents, molecules, genes, 
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gene therapy preparations, vial vectors, cellular tissue, myocotes, angioblasts, collagen 
material, micro drug delivery system and the like. (Col. 27, line 45-50) Referring to FIG 
2b, the applicant's apparatus contains a mesh 84 (matrix) which serves as a diffusing 
medium allowing the small volume of drug to be uniformly distributed over the surface 
area of the patch as it is delivered (Col.11, lines 63-37) The mesh is installed on the 
patch such as a cover. (Col. 12, lines 23-25) 

Altman teaches that by implanting a patch for delivery of drug the systemic effect 
of the drug will be minimized. The quantity of agents will be minimized, as will reservoir 
sized and number of physician follow-ups. (Col. 9, lines 52-55) 

Therefore it would have been obvious to one having ordinary skill in the art at the 
time the invention was made to have combined these 2 studies, because according to 
Altman by implanting a patch for delivery of drug the systemic effect of the drug will be 
minimized. The quantity of agents will be minimized, as will reservoir sized and number 
of physician follow-ups. (Col.9, lines 52-55) As stated in Girard the jacket is made out 
of flexible biologically compatible material. (Col.6, lines 34-35) as with any foreign 
object that is introduced in to the body such as the jacket or the covering of the jacket 
needs to be biologically compatible otherwise the patients body may reject the implant, 
and develop an anaphylaxis shock which may leads hypotension, bronchospasm, 
gastrointestinal and uterine muscle contraction, and urticaria or angioedema. All of 
which may lead to the patients demise. 



* 
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Conclusion 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Roz Ghafoorian whose telephone number is 703-305- 
2336. The examiner can normally be reached on 8:30am-4:30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Brian Casler can be reached on 703-308-3552. . 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is 703-308- 
0858. 



RG 

April 30, 2002 
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Attachment for PTO-948 (Rex. 03/0 J. or earlier) 

6/18/0! 

The below text replaces the preprinted text under the heading, 
"Information on How to Effect Drawing Changes/* .on the back 
of the PTO-948 (Rev. 03/01, or earlier) form. 



INFORMATION ON HOW TO EFFECT DRAW IN'G C II VNCL.S 
I. Correction of Informalities - 37 CFR 1.85 

New corrected drawings musi be tiled with the chants incorporated ilicrem 
Identifying indicia, if provided, should include the mlc of the invention 
inventor's name, and application number, or docket number of any) ii an 
application number has not been assigned to the application If this information i> 
provided, it must be placed on the front of each sheet and centered within -the lop 
margin If corrected drawings are required in a Notice of Allowability (PTOL- 
37). the new drawings MUST be filed within the THREE MONTH shortened 
statutory period set for reply in the Notice of Allowability Extensions of time 
may NOT be obtained under the provisions of 37 CFR I 1 36(a) or (b) for filing 
the corrected drawings after the mailing of a Notice of Allowability The 
drawings should be filed as a separate paper with a transmittal letter addressed to 
the Official Draftsperson 

V 

2. Corrections other than Informalities Noted by Draftsperson on form PTO- 
948. 

All changes to the drawings, other than informalities noted by mc Drartsperson. 
MUST be made in the same manner as above except that, normally, a highlighted 
(preferably red ink) sketch of the changes to be incorporated into the new 
drawings MUST be approved by the examiner before the application will be 
allowed. No changes will be permitted to be made other than correction oi 
informalities, unless the examiner has approved the proposed changes 

Timing of Corrections 

Applicant is required to submit the drawmy corrections within the 
time period set in the attached Office communication See ^7 CFR 
185(a) 



Failure to take corrective action within the set period will result in 
ABANDONMENT of the application . 



